Application No.: 10/04a4S2 

Response to Restriction llcquirement Dated 2/1/0'. W® -* 01017OC667 

Response iTiied 3/1/05 

KEMARRTS 

I R^^STKICTIONI^UIREMENT AND PROVISIONAL ELECTION 

l^e Examiner imposed a restriction reqdremeat on pendmg claims 1-76 which were 
dividedintoGroup^I-VIasfollo^vs; ^-.p I, claims MO, d..^ to methods of modulating 

modua^ti^g body weig(lt;Gro«p in, claims 23-32,*^ to methods ofmo*^^^^^ 

Group IV, c,^ drawn phaxmaceutical compositions; C^up V, clam^^ 

to the use of compound, for the manufactureofmedicamentsformodulatingth^ 

leptin across theblood-hrain barrier; and, GxoupV,.cl^s57,59.76drawn to the 
cc^npoundsforthemaaulactureofmedioamentsfromodulating^^ 

Jn response to lie restriction, the Applicant elects Group I (claims 1-10), with 

traverse, 

Hie Examiner has also issued two election of species requirements, designated in 
Group A, agents that mod,Uate leptin transport across the blood-brain barrier, and Group B, 

In response t«:ifte Group A election. Applicant elects agent (a) epinephrine, claims 
5, 16, 27 34 41 and 58. 

In response to Ithe Group B election, AppHcant elects leptin (b), SEQ ID NO: 4. 
claims 3, 4. 13. 14, 25, 2^,33. 56. and 73. mversal of this election is presented below. 

Applicants reserve the right to request rejoinder of the species and the non-elected 
claims upon allowance of Ihe generic claims. 
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ApplicatiouNo.: 10/049.182 

II THE SUBJECT JlAXTiaiOFCTEELECIXDCLAlMB 
modulatmg body wdgjtt and modulating iwetite in a mmmal. 

UL TRAVERSAL OP RBSTWCnON TO GROCI« I-VI > 
Ih. pr^en. plication i, a N«i™^ ^«,,«o„ p„ Appl Woo No k 

Wiicadon™d.55UAC..21issul,,««alackofuni,y«„a^_«„acc^ S 

372. '^'■^forWt.Upropornni.yofinvcn.ion.ftcim^onmos.bediroo^dtoari^^ l 
im™ttvoc<mocp,o<«,„«„gaoo™„o„tectaicalrotoa„nshi,=™,„gft^ ^ 
*«act«ri.«ibyd.cprc«„o,ofacon^„„,..Wo^ ^^ 

dofned aa „„aning ito^ .,«tau» deflne fl,. conttib.,io„ ^UcH «ck cWmad invcnfion. O 
«>naidcrad.aa»l>olo,„.to,ov«.h.art ^Soantts„tai,fl^aUofa„ola,:nsinttep,».« 
application Share a common technical feature. 

The claim^oftUepresent invention axe all directed to methods of modulating leptin 
transport in order to mod,flate body weight, or appetite in a mammalian subject, m 
specification describe, that modulation of leptin t^^port is ameans for modulating body weight 
or appetite. For example,l.ptin transport across thebloodbrainb^^ 
therebyreducingbodyw.>a.t anddecreasein appetite. Converselyjeptin^^^^^ 
BBB may be decreased resnhing in an i«,rease in appetite or body weight (page 3. Ime 28, to 
page 4, line 8). Thus, each claim in the invention shares the common technical feature of 
modulation of Jcptm transport across the BBB. 

Because they share a common technical feature, the claims of thepresent invention 



PA(£4l7'RCVDAT3f1l200$12:16:(l(PM [Eastern Standard Tbnej'SVRiUSPTOfn^^^ 



Application i\o.: 10/049.2.i}2 

KSillSSf Docket No.: OaSfflB»«7 

as no evidence of serious burden on the Exao:dner to search the invention. 

In additionto the above, Appncant submits tt^tthepresent rejection is in^ 
based on Inten,ationalAi,plicationNo.PCT/US/00..3110.ofwMcl.th^ 

U.S.nationalphase^lication. Hie International Seaxch Report aSR) issued in the PCT g 
applicationrecotdedaL^lcofunityobJection. However, the ISR segregates the claims based lU 
onlyon*econ.pound.dn^.eredtothernannnaliansnl,-ect Hus unity objection is sinular to § 
the restriction made to Hie election of species in Group A. 

AppUcant submits that, even if it were dete«nined that there is a serious bmden in 
searching the claimedin«.,^on,therestrictionrequirements 
Claims het^ should be teated sinnlarly to those in the PCT appUcation 
inventionrestrictionCPCTRule 13.1). The Unity of Invention objection in the related PCT 
appUcationwasnotdirectedto eachmcthod disclosed in the appHcation as thepres^^ 
«. e.g.. methodof modulating leptin transport, body weight, or appetite, but is strictiybased on 

the compound adnnnister.d.AdditionaUy.theunityofinventioninthePCT 
suggest an election of species to a specific leptin composition. Tk. restriction issued in the 

present application goes beyond that in the PCT application, despite the supposed similar 

tceatmentoftheclaims.Assuch. the restriction madeinthepresentapph^^^ 

IV. ^VERSALOF]^SliacTIONTOASINGLESFECIESINGROUPB 
Applicant submits that the requirement for election of species of Group B is 

improper. Election Of spedos is required When thespedesaredeemedto lack unityofm^^^ 
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Apphcation No.: 10/04 9-432 

because tt>e^ ^ ^^^^^ ^^^^ 

Applicant ttatto G^upB sp«=i« f™ .g.„«, favc„«,ec»c=p,i«le 

species arc an.cp«,«,«„l.H.™,«„«„^^^^„,,^^^^^^^^^^^^ 
Reason. ttc^fi«i»,^„^,^„„,^^„,^^^^^^^^^^^^ 

^™«abcli«ni.„s.Wi,«„i,^„<^^,_^,,.,3^ «..p.cmc«io„*.,o,„^, 
P«fe«d leptin con^^as inchd. SEQ ID NO: 2. SEQ ID NO. 5. SBQ n> NO: 4. SBQ m NO- 

»-™'^»"4»-o«=a=«of(paga9.H^s4.20).Tl.ap«iiicafion««b.rd«oribes^^^ t 
make analogs. g 

B««enK.l«=rtessh.,«acoo™o«.eel.nicalfc«,,„ofbioIo8icalacdvio.on "J 

Mcreover,SBQn.NOs:4and6a,eb«i„afiv=h„™„fcp,fa^,^SjQ^ | 

NO: 4 de&ca a„ lepfa «ol«ul. oo»,prisi.^ adgoalpcpSd. ,ldl. SEQ ID NO: 6 is «tare $ 

Mi«protei». Simi.aHySEQIDNOs:2and5c<»^ris.m<ivem„ri„,ep«^SEQlDNO:2 ^ 

c<mpri,ingaKsignaIp.ptidea,theN*>r„tas,wMleSEQmN0:5is»,n«*„p<o^ S 
n«s=moIecutes also ^ , teeWcrt feanm, ofWologie.1 activi^ <,f ,^„„. 

A seareh of IcpSn pMms based on any one of tbe sequence, set out rtwv. ^ 
predic.abIy,«dncefte™n.ind«of ftep,o«ins .«om above. ..wen a, leptin ftagmenls. 
vTiaffls. consensus seq^enoes. and finnon M such. i. does no. place an und« b„rd«, 

™ ti» Exannner to search =J1 of fl« lepto moIcc„l«, designated in Group B since ftey „ 
es,«fi.l,y<hes,^n„le,.,^^,3^„,„,^^^^^__^__^^^^ 

Iqytm molecules. 

Applicant submits that the "specie" of group B comprise a single technical feature 
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Application No.: 10/045 1;5'? 

V. CONCLUSION 

Nof^sareb.Heveddueinco,.ec^on^ththeiai„gofthis.sponse.W^^ 
fees ft^xn Marshall, Ge^tdn andBorun IXP account number 13-2855. 

RespectfuUy submitted, ^ 

MAjR5HAJX,GERSTEIN&BORUNLLP ^. 

6300 Sears Tower UJ 

233 SoudiWacker Drive 

Chicago, Illinois 60606-6357 S 

(312)4^-6300 3 

Katherine L. Neville ^ 

Reg. No. 53,379 |_. 

Agent for Applicants CO 

UJ 
CD 
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